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TEXASDEPARTMENT OF HEALTH
AUSTIN, TEXAS
INTEROFFICE MEMORANDUM

TO: Hemen Homn, Chidf, Bureau of Regiond/Locd Hedth Operdions
Regiond  Directors
Directors, Locd Hedth Depatments
Directors, Independent WIC Locd Agendies

FROM: Barbara Kdr, Director
Dividon of Public Hedth ify M(\i/ Education
Bureau of Nutrition Servic

DATE: December 1, 2000 '

SUBJECT: Formula Conference Cdls

Attached plesse find the stript to the July 18,2000 formula conference cdl on Concentrating Formulas,

the Pediasure 50% Rule, and Low Iron Formula We gpologize for the lengthy dday in providing it
to you. We ae ataching the ingructionshandouts devedoped for concentraing formula to 24
caorieslounce and 27 cdorieslounce (English and Spanish) and next week will mail the measuring cups

purchased for CPAs to use for demondration.

In addition, we need to make a correction to the attachment that was provided for the October 3
conference cdl. At the bottom of page 6, a scoop of NeoSure shows 48 caories and it should be

changed to 494 cdories. Severd agendes indicated that page 3 was missing from thar atachments
and it was d0 absent on the web page. It is now avallable on the web page.

Severd of you requested the web gte for the North American Sodety for Pediatric Gastroenterology
and Nutrition’s algorithm for Evauation and Treatment of Constipation. It is
WWW.hagpgn.org/condti pati on.paf

We would gppreciate your feedback concerning these formula sessons. Please fed free to share your
thoughts about these conference cdls by completing the atached survey. Fax or mal the completed
urvey to the atention of Roxanne Robison, CSHCN Conaultant or Pati Ftch, Clinica Nutrition
Coordinator. If you would like to order tgpes from the July and/or October formula conference cdls

jugt make a note on the survey, and we will send them to you. If you have any quesions, please contact
us at (512) 458-7111 extenson 3598.

Attachments



Formula Conference Call Survey

Local Agency # Name of Person Completing This Survey

Please teke a few minutes to complete this survey. Your feedback is very importat to hdp'
us plan for future phone conferences.

Snce our conference cdls began, we have covered the following topics

12-30-2000 - Comparison of Next Step Soy, Prosobes, and Cow's Milk
02-29-2000 - Alleges in Infancy

05-09-2000 - Obtaning Formulas through Medicad

07-1 8-2000 - Concentrating Formulas, Pediasure 50% Rule, and Low Iron Formula
10-03-2000 - Formulas for Premaure Infants

___Our locd agency paticipates in the conference cdls
The gaf who typicdly ligens to the conference cdls are
rRbs  LDs  Nutritionists__ LVNs__ WCS_ PAs  RNs  MDs

Our locd agency does not paticipate in the conference cals because:
We do nat have enough time to paticipae in these cdls
~ Tueday is a bad day for us
The time dot to which we are assgned (104 1:30) is not a good time
~ The time dot to which we are assgned (12:-1 :30) is not a good time
~__The informaion is not gopropriate for our daff
Other

Please provide us with any additiond comments you have regarding the conference cdls

Do you have ay suggedions for topics for future conference cdls?

Fease automaicaly send us an audio tgpe of dl future conference cdls

Return the survey by fax to (5 12) 458-7446
Or by mal to Texas WIC Program
Bureau of Nutrition Services
1100 West 49" Street
Audin TX 78756

Atftention:Patti  Fitch,Clinicd Nutrition Coordinator or
Roxanne Robison, SHCN Consultant



Preparing Infant Formula to 24 Calories per Ounce

Sanitation

Formula should be prepared with water that has been boiled for five minutes

and cooled to insure proper sterilization. This includes bottled water.

For infants who are older than 3 months, follow the instructions from the
health care provider for the need to continue to boil the water used to prepare
formula.

Carefully clean pitcher, bottles, nipples and rings with hot and soapy water, then put
the bottle, nipples and rings in a pot and cover with water. Bring to a boil for five

minutes.
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Preparing Powdered Infant Formula to 24 Calories per Ounce

Use only the scoop provided in the can of formula.

Fill the bottle or measuring cup to the 5 ounce mark with water then add 3 level
unpacked scoops of powdered formula. (This makes about 5.5 ounces prepared

formula.)
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Preparing Concentrated Infant Formula to 24 Calories per Ounce

Fill the pitcher with 13 ounces of formula (one can) and add 8.5 ounces of water.
(This makes 21.5 ounces prepared formula.)




Preparacion de la férmula para bebis que contenga 24 calorias por onza

Medidas de higiene

« El agua para preparar la formula se hervird por cinco minutos a fin de -
esterilizarla y luego se dejard enfriar. Este procedimiento es también para el
agua embotellada.

+ Para los bebés mayores de 3 meses, siga las instrucciones del profesional de la
salud con relacion a la necesidad de hervir el agua que se usa en la preparacién
de la formula.

« Limpie meticulosamente la jarra, los biberones, las mamaderas y los aros con
agua caliente y jabdn y luego ponga los biberones, las mamaderas y los aros en
una olla con suficiente agua para cubrirlos. Caliente hasta que hierva por cinco

minutos.
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Preparacion de formula en polvo para bebi que contenga 24 calorias por onza.
« Use sélo el cucharén incluido en la lata de la formula.

« Llene con agua el biberédn o la taza de medir hasta la marca de 5 onzas y afiada 3
cucharones, al ras, de formula en polvo. (Esto rinde aproximadamente 5.5 onzas

de f érmula preparada.)

Y, Nz LI » LI |
« « « « «

Férmula concentrada para bebi que contenga 24 calorias por onza

« Llene la jarra con 13 onzas de formula (una lata) y aiada 8.5 onzas de agua.
(Rinde 215 onzas de formula preparada.)




Preparacion de la férmuid para bebés que contenga 27 caiorias por onza

Medidasdehigiene

o El agua para preparar la formula se hervir6 por cinco minutos a fin de -
esterilizarla y luego se dejard enfriar. Este procedimiento es también para el
agua embotellada.

« Para los bebés mayores de 3 meses, siga las instrucciones del profesional de la

salud con relacién a la necesidad de hervir el agua que se usa en la preparacion
de la formula.

« Limpie meticulosamente la jarra, los biberones, las mamaderas y los aros con
agua caliente y jabdn y luego ponga les biberones, las mamaderas y los aros en
una olla con suficiente agua para cubrirlos. Caliente hasta que hierva por 5

minutos.
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Preparacién de férmula en poivo para bebi que contenga 27 caiorias por onza.

« Use sélo el cuchardn incluido en la iata de la formula.

« Llene con agua ei biberédn o la taza de medir hasta la marca de 4.25 onzas y
aflada 3 cucharones, al ras, de formula en polvo. (Esto rinde aproximadamente 5
onzas de formula preparada.)
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Férmula concentrada para bebk que contenga 27 caiorias por onza

« Llene la jarra con 13 onzas de formula (una iata) y afada 6 onzas de agua. (Rinde
19 onzas de formula preparada.)




Preparing Infanf Formula to 27 Calories per Ounce
Sanitation

« Formula should be prepared with water that has been boiled for five minutes
and cooled to insure proper sterilization. This includes bottled water.

o For infants who are older than 3 months, follow the instructions from the
health care provider for the need to continue to boil the water used to prepare
formula.

« Carefully clean pitcher, bottles, nipples and rings with hot and soapy water, then put
the bottle, nipples and rings in a pot and cover with water. Bring to a boil for five

minutes.
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Preparing Powdered Infant Formula to 27 Calories per Ounce

« Use only the scoop provided in the can of formula.
+ Fill the bottle or measuring cup to the 4.25 ounce mark with water then add 3

level unpacked scoops of powdered formula. (This makes about 5 ounces
prepared formula.)
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Preparing Concentrated Infant Formula to 27 Calories per Ounce

+ Fill the pitcher with 13 ounces of formula (one can) and add 6 ounces of water.
(This makes 19 ounces prepared formula.)




July 18, 2000
P.M. anference Call
Tape #2 - Side B

July 18, 2000
Formula Conference call

Concentrating Formulas, the Pediasure 50% Rule, and Low Iron Formula

Patti:

Roxanne:

Patti:

Roxanne:

As afollow up to the last conference call, we had a messed up tape. It did not work
and | think it is my fault. That is what everybody keeps telling me, but | am not sure
how | am to blame for that darn thing not working. But anyway, we do not have a
transcript for it. We did mail out in last Friday’s mail out a packet of information that
induded indructions for hdping WIC paticipats get formula through Medicaid.
It is a step-by-step ingtruction and then | think there is a form that can be used with
the vendor that if you fill it out you have provided dl the information thet they would
need. We did mall it out to you on last Friday’s mail out and after looking it over, we
fed it is comprehensve enough that if you go through and read the ingtructions, you
have mogt of the information that we gave a the conference cdl. So | gpologize for
the problem, the mess up with the tapes and that there will not be any transcript
available from that one, but | do think that the materids we provided probably will
give you the mgority of information that was shared.

One thing | want to say about the Medicaid forms that were mailed out last Friday,
| have had a couple of calls on this. Do you remember the old WIC/Medicaid referral

form that we sent out three or four years ago? Well, it is no longer in use. Some
people are gill usng it or ill think that we are usng it to meke sure that a
participant gets their formula through WIC before they get it through Medicaid. The
form was designed for that purpose. If a child qualified for both WIC and Medicaid,

we wanted to get have WIC pay for their formula before Medicaid because WIC has
more money than Medicaid, but we were told that if a child qudifies for both
programs, then we cannot dictate where they get their formula from. It is redly ther
choice, so we are not using that form anymore. And the form that was sent out on

Friday is a different form dthough it kind of has a amilar title. It is cdled a Request
for Medicaid Formula or Medicaid Nutritional Products. This is the form to be faxed

to the vendor, such as Medco or D&L, to obtain extra formula thru Medicad that

WIC cannot provide. So if you have any of those other forms left, just go ahead and

ditch them because we are not using those anymore.

Do you want to go ahead and gart off, Roxanne, with the concentrating formula?

Okay s0 now we will get into the topic of the day, which is concentrating formula to
twenty-four calories per ounce. We have sent you two handouts on concentrating
formula. The first handout describes the “Steps to Teke When 24 Cdorie Infant
Formula is Prescribed’. This sheet is for daff use The next handout is cdled
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“Preparing Infant Formula to 24 Caories Per Ounce’, with the little baby bottles on
it. This is the handout that goes to the care giver when you are giving the ingtructions
on how to concentrate the formula. Now, why do they have two forms of Enfamil
and Smilac 24? They have a ready-to-feed and form and then you can make that
formula by concentration, using the liquid concentrate or the powder. We ask that
when you get a prescription for Enfamil 24 or Similac 24, that we have the care giver
concentrate the formula using the powder or the liquid concentrate. The reason is
because of cost. If we issue the three-ounce, ready-to-feed 24 caorie per ounce
bottles, it costs us between four hundred and seven hundred dollars a month for one
month’s supply, depending on where we get it. So you know, it just makes sense for
us to use our contract formula which costs us only pennies per can. Now there are a
couple of circumstances where we would provide the ready-to-feed nursettes and
those are the reasons that we would provide ready-to-feed formula for any other
reason. The fird instance is when a care giver is not capable, for some mentd or
physica disability, of preparing formula. Another reason would be if they have an
unsafe or unsanitary water supply. For example, if they have well water that is not
good for the baby. Maybe it has too high of a certain minera content in it. Or for
some reason they are not using their wdl water, for example, their water supply is
not safe. Then we would issue the ready to feed. But normaly we would just ask that
they concentrate it. Now, why would a participant need to be on twenty-four caorie
infant formula? Well there are severd circumstances when it might be appropriate.
One is when a baby may have an ora motor feeding difficulty. They might have a
cleft lip or paette and redly have to struggle to get that formula in. Maybe they are
judt tiring easly, because of having to redly work so hard to feed. So you would
want to concentrate the formula so they would have to take less volume and they
would not have to have a feeding that lasts any longer than about thirty minutes. |
saw a baby last week who required 24 caorie formula. It was a hedthy, full term
baby that just happened to weigh ten pounds and two ounces and because they were
S0 tight in the uterus, he was born with a misdigned jaw. They worked with a
lactation consultant for a few weeks and were not able to breast feed and so they
went to bottle feeds and when | observed the infant feed, it took him up to an hour
to take the entire bottle because of this jaw problem. So what we did was concentrate
the formula so he would not have to take so long to feed. There are other conditions
like congenitd heart disease where they redly have to struggle to feed. They tire
eadly. They may turn blue with feedings They may have oxygen desaturation. So
you would not want them to have prolonged feeding times ether. There are certain
conditions that just require more cdories, like broncho pulmonary dysplasia where
they bum alot of cdories trying to suck, swalow, and breathe. The increased cost
of that, it is the same reason. You just want them to have a smaler volume with
adequate caories. They just could require more cdories in conditions like cystic
fibrosis, AIDS or certain cancers. The firg thing to do when we get a prescription for
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Enfamil or Smilac 24, is to make sure tha it is what the physgcian redly wants.
Sometimes we have these premature infants that are less than eight pounds and we
get a prescription for Enfamil 24 or Similac 24 and the physician redly wants is
Enfamil Premature 24 or Similac Specid Care 24. They just have not put the full
name of the formula down. So if you have a premature infant that weighs less than
eight pounds, you need to cal to verify the diet order. Is tha redly what they want?
And the correct formula it is documented on the prescription form. Now Enfamil
Premature 24 is not to be used in an infant over five and a hdf pounds and Smilac
Specid Care is not to be usad in an infant over eight pounds. At that weight, they
dat teking more formula and these formulas have higher leves of vitamins and
some mineras and they may get a vitamin toxicity a that higher inteke. It is not to
say that they would never take one of these formulas, but usudly that is done by the
neonatologist who is monitoring the baby very closdy. They are following-up to
make sure the infant does not get into trouble It is usudly not done by the
pediatrician. Say they have been discharged from the hospita and they are on a step-
down formula like NeoSure or EnfaCare and are not gaining weight very well. So the
pediatrician wants to put them on a premature formula That is probably not
appropriate. They probably want to concentrate that step-down formula to a higher
caorie per ounce, rather than go with the premature formula, because they will not
be monitoring their blood labs very often as an outpaient So once you have
established that the physician redly does want Enfamil 24 or Smilac 24, the next
thing to do is to cal the prescriptive authority, be it the doctor or the physician's
assstant or whatever and explain WIC policy. That we do not provide the ready-to-
feed variety except for those certain circumstances and that we would like to provide
indructions for the care giver to concentrate that formula. More than likely, they are
not going to have a problem with that and we would go ahead and ingtruct the care
giver on how to prepare the formula. The best way to ingtruct them is to demongrate
how it is done. You want to make sure that they leave the office redly undersanding
how to correctly mix the formula. We do not want to take a chance that they are over-
diluting it or under-diluting it. Check with the care giver to see if they have
appropriate measuring tools a home, like measuring cups and not that they are just
usng a coffee cup, for example, to measure. If they do not have appropriate
measuring tools then, what we have decided to do is provide you al with some
plagtic measuring cups that they use in the hospita, actudly for urine collection. But
they are redly nice. They have the little c.c. increments and haf ounce and ounce
increments on it and they go up to eight ounces. They cost like ten cents gpiece and
it will be a nice toal for you dl to have to give to the parent. Now in the meantime,
if you do not have the measuring tools to use, we ask that you go ahead and use their
baby bottle. This is not ided because those baby bottles are not exact measuring
tools. They could be a hdf ounce off here and there. So they are not idedl but, if that
is dl you have avalable, it is better than nothing until we can get something better.
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The next thing to do is to document that you have provided those ingtructions to them
and that you talked to the physician. You can copy the handout that you give to the
care giver and put it in the chart as your documentation. If you will look a that next
form, it is a little handout for the parent that Matt made up, and it shows you how to
go about concentrating either the powdered infant formula or the liquid concentrate
to twenty-four calories per ounce. Now | know that some of these ingtructions may
be different than what you have been used to. We had someone in the morning
session that faxed us a form that they have been using that showed that what we did
for the powdered formula actualy concentrated it to twenty-two calorie per ounce.
Wl that form was incorrect. The ingructions for powdered formula here will make
twenty-four calories per ounce. You want to till the bottle or the measuring cup to the
five ounce mark and then add the unpacked leveled scoops of powdered Enfamil on
top of the five ounces of water and that will make a find volume of about five and
a haf ounces. You may have seen other recipes for concentrating liquid concentrate
to twenty-four caories per ounce. | know Mead Johnson has their literature that says
to add nine ounces of water indead of the eight and a hdf to make twenty-four
caorie per ounce and | checked with some hospitas and some of them are using
eght ounces. Some use eght and a hdf. Some use nine. There is not a lot of
consstency here so we had to pick something. And what is redly the most accurate
is to use the eight and a haf ounces of water. If you add nine ounces of water, you
are actualy going to get a 23.6 cdorie per ounce formula. If you add eight and a haf
ounces of water, you are going to get 24.1 caorie per ounce. So since we are asking
that they do not use the ready-to-feed, which is twenty-four caories per ounce, we
want it to be as accurate as possible. As close to the red twenty-four calories per
ounce as possible. Does anybody have any questions so far?

This is Project 76-67. Will we be getting the ingtructions of preparing the formula to
twenty-four calories per ounce in Spanish dso?

Yes, we had that question earlier and yes, we will be sending that out. We just
wanted to get something out to you al before this conference cdl. | think that is a
redly good idea. One thing you might put on this form tha you give to the care
giver, is your phone number because they may have questions when they come home
on how to prepare it, so | would aways give them a way to contact you. Are there
any questions about twenty-four cd formula?

Yes, thisis Gwen from Project 48. When are we going to start implementing these
rules?

Right away.
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Right away? Okay.

| checked the formula policy this morning and actudly Enfamil24 or Similac 24 is
not on there. | guess it was a level four formula. If you got a request for that you were
to cdl the date office. This was going to be included in the new formula policy that
you al have dready reviewed and sent back to us. But turns out, we are not going to
be sending those new formula policies out until January or March. Patti is going to
talk a little bit about that later, but we wanted to send some of these guidelines out

ahead of time like this one here.

This is Charlene from Project 7.
Yes Charlene?

We just dided in so | do have a question. | noticed in that second paragraph on the
seps on the twenty-four cadorie formula

Yes?

You dl are sating that by concentrating the formula, it will be, it will provide an
identical product?

Yes.

Okay, s0 there redlly is no difference whatsoever? Because | think at one time, | want
to say Jay and | were talking about this and it seemed like there was a higher minera
content to the Enfamil Premature 24 as opposed to just concentrating the regular
Enfamil.

Right, well Enfamil Premature 24 is a totaly different product. It does have a higher
minerd content, but there is an Enfamil24 ready-to-feed that is exactly the same
product as concentrating either the powder or liquid concentrate to twenty-four
caories per ounce.

| see what you are saying. So if they are above that weght limit, then we can
concentrate the regular Enfamil or do we prescribe the Enfamil 24?

Widl, you are going to have to check with whoever wrote the prescription and let
them know that you do not use the premature formulas over that weight limit.

Right.
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A lot of times they will just say go with the twenty-four caorie per ounce by
concentration. Or they probably, if it is a premature infant, will use one of the step-

down formulas like EnfaCare or NeoSure. And they can concentrate that to twenty-

four caories per ounce too.

Okay. | see what you are saying though, because this is confusing. | was thinking we

were taking about the same formula, but we are talking about two different formulas.

Right, and doctors get confused al the time. That is why it is important to contact
them and make sure that what they are ordering is redly what they want.

Alright. Thank you.

Okay.

Roxanne?

Yes.

Project 29. This is Jeanie. | have a question.

Okay.

Did you say earlier that the Enfamil Premature 24 is a levd four formula?

| believe that is a level two. The premature formulas are a leve two.

Okay. And then my second question was if it is just for a higher concentration like,
concentrating the Enfamil to twenty-four caories, we aso need a prescription from
the doctor, is that right?

Yes.

So it is not just if the mother tells us the doctor said?

Oh no, you need a prescription.

Okay, thank you.

Okay. Anybody else?
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Those are good claification questions, does anybody have anything €se? | dso
wanted to add that Mait had been in contact with Mead Johnson to get something in

writing concerning the product, once you have concentrated it, as compared to the
product on the market that is twenty-four calorie nursettes, and we do have a letter
here from Mead Johnson that tells you that what is in the nursette bottles is the very
same formula as what you would be concentrating Enfamil to twenty-four caories,

So if any of you ever need that as a backup to work with a physician, please let us
know. We can zip you a copy of it.

Oh, | left out one thing here. When a participant is using concentrated Enfamil24,
if we are having them use our contract formula, we can only issue the thirty-one cans
a month or the eight pounds of the powder. So when they concentrate it, they are
going to actualy end up with fewer ounces than if we were to issue the ready-to-feed
Enfami124. So you can give them sx cans extra of liquid concentrate from your
sample stock or one extra can of powder from your sample stock. Now you would
not want to issue that on a voucher as exira cans, because that would be going over
the limit that USDA says the WIC program can issue each month. But you can use
your sample formula. We checked with USDA and they agreed that would be an
aopropriate use of sample formula. | would encourage you to have the participant
take the liquid concentrate, because you are going to end up with more ounces than
if you issue one extra can of powder. The way we came up with those numbers of
cans is that an infant is dlowed eight hundred and sx ounces of ready-to-feed
formula and with your Sx extra cans of liquid concentrate, they are going to get to
the eight hundred and six ounces. If we were to issue two cans of powder, they would
go over the recondtituted amount of eight hundred and sx ounces. So we cut that off
a one can. But they will be getting less ounces if you give them the powdered
formula. Does that make sense? They will actualy be getting forty-two more ounces
with the liquid concentrate than what the powder will yidd. We had a doctor tell us
one time that he did not want us to concentrate the formula, he wanted the ready-to-
feed, because he knew that they would be getting less tota ounces if we did it that
way. So you know, | think he has a good point.

Hi, this is Sue a Project 56.
Yes.

| just had a comment/question about the osmoldity of the under-diluted formulas that
we need to make very certain the babies do not have any kidney problems at al.

Right. And you know...
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Repeat her comment to them.

Her comment was that when you are increasing the concentration you are aso
increasing the renal solute load and so you would want to make sure that the baby
does not have any kidney problems. That should be coming from the doctor. But it
is a good point. Okay, if you dl do not have any other questions about that, we can
go on to the next topic, which is the fifty percent rule for PediaSure or any other
nutritionaly complete product. Say Nutren J., Resource Just for Kids, Kinderca or
PediaSure. We have had a rule for quite a while that stated that those products had
to make up more than fifty percent of the child's caories. And we have relaxed that
rule because there are some children that will sill need to be on formula and it will
not make up fifty percent of ther caories. | think & one point, we had that rule
because we fdt like the child would benefit more from the child package than they
would from the formula when they were taking less than fifty percent of that from
cdories. But actudly some of those formulas are pretty expensve and tha puts a
burden on the parent to have to buy those expensve formulas when the child redly
cannot meet ther nutritiona needs without it. An example would be a child that is
weaning from a tube feeding, tha maybe use to get dl their caories from tube
feeding and now they are edting ordly pretty wdl, but they are not quite there to eat
al their needs oraly. They may ill get a can or two of PediaSure, by tube or ordly,
just to be able to meet their needs. Well we would not want to pendize them because
they are doing better and eeting oraly. We would not want to take ther formula
away. The idea is to get them totally weaned at their own pace. Another example is
a child that may have redly high nutritional needs, that ests ordly during the day, but
gets a supplement tube feeding during the night. And that tube feeding may make up
less than fifty percent of their calories. Again, we do not want to pendlize that family
just because their child is doing better. So | know that is not in our current policy, o
you will have to cdl the date office to get gpprovd for issuance. Anybody have any
comments or questions?

That is going to be sated in the new formula issuance policies?
Yes, it will be.

That will be darified then?

Yes.

So we can judt cdl the dtate office for approvd.

Cdl the date office for approval.
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Okay, are there any other comments on the fifty percent rule?
Petti, | have a comment. | am from Project 54.
Yes.

So you are saying that if, because we have some that are right on the border. It is hard
to dmog tdl sometimes if they are forty or fifty percent, the doctor wants it to
prevent failure to thrive, that the child is dready way below the fifth percentile, so
if it is borderline there and it is a gray area, you are saying to ill, it needs to be a
levd four?

No, if you just check with the state on it, because basicaly what we are doing, is you
are taking about the exact examples that we have gotten concerned about were
dipping through the cracks. They redly needed the formula It is one of those issues
where right on the border is not good enough. We need to be providing it. If you will

cdl the state on those, we will approve it from up here. | do not even think it is a
levd four in the new policies.

Wil anything that you have to cdl the state about is a leve four. So...
Wedl, but | was taking about in the new ones.
Right, oh, in the new poalicy, | think it is a leve two.

Yes, when we get that policy out. And we will talk about the policy process here in
a few minutes.

| think that people had some difficulty too, determining whether it did make up fifty
percent or more of their calories and people were doing it a lot of different ways and
there was not redly any consstency to it S0 it is just a bad rule. But it is getting
better.

Yes we ae trying fix it S0 if you have anybody that you think is one of those
borderline cases or it is just not red clear, cal us and let us run it through and see
what we can do about it.

It will typicdly have to be a medica reason. It is not just because they are picky
egters and they are not redlly meseting dl their cdorie needs because they are a one
to three year old that is a picky eater. It should be a medical reason.



Patti:

Roxanne:

July 18, 2000
PM. Conference Call
Tape #2 - Side B

Okay. Are there any more comments aong those lines? Well our next topic is the low
iron formula and we just wanted to wak you through a process. As you know, we
have a non-contract formula issuance policy which dates red clearly that we do not
issue low iron formula for anything but hemolytic anemia and thaassemiamgior. We
have taked among oursalves and decided we need to let you dl know that we have
goproved low iron formula for babies who are in termind conditions and the
phydician is requesting it just to ease the process and it is one that is working for
them and they do not want to change them. We have, from the state office, approved
low iron formula for some babies who are termind. So | needed you dl to know that,
because we do not have it in writing anywhere. So if this issue comes up, please fed
free to cdl us. We just wanted to kind of go through this process with you to give
you more support and background on our stand againgt issuing low iron formula So
Roxanne, you want to...

Yes. You received an aticle in your handout today called the “Tragedy of Iron
Deficiency During Infancy and Early Childhood”. And that is actudly an editorid
comment in the same journd as the origina research article entitled, “Severe Iron
Deficiency Anemia in Young Children”. So | wanted to review that article a little bit
with you dl. | think a lot of times we hear from parents and from physicians and we
get a lot ofpressure to issue low iron formula for congtipation and sometimes we just
fed like let's give it to them. It will make everybody happy. What is the problem?
This is what the doctor wants. This is just a good reminder. This article came out last
year in the Journd of Pediatrics and summarizes why we do not issue low iron
formula for infants except under very rare circumstances. This aticle is written by
a group of hematologists a a children’'s hospita in Philadephia, Pennsylvania. They
went back and reviewed charts of children that were diagnosed with iron deficiency
anemia from 1978 to 1997. They define severe iron deficiency anemia as
hemoglobin less than 6.0 grams per deciliter. Applicants can quaify for WIC if they
have a hemoglobin less than 11 .O grams per deciliter as infants and then anything less
than 11.1 grams per deciliter for two to five year olds. So they had pretty severe iron
deficiency. They just wanted to look at those kids that had iron deficiency anemia
from dietary reasons. So they diminated the children that had blood loss from other
diseases, like Crone's disease or excessve mengtrua blood loss, and what they found
was that the mean age of diagnoss for nutritional deficiency was 1.8 years. They
found that of the fifty-five children, forty-seven percent were white, forty percent
were Southeast Asan, and five percent were African American. They do not have a
large Hispanic population there, so it did not identify any Hispanics, but we know
that about twenty-five percent of Hispanics are iron deficient. It was interesting
because these children were not going to the doctor because they had symptoms of
iron deficiency. Two of them were identified in a WIC dlinic. Twelve of them were
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identified in a wdl child checkup and the remainder were identified because they
had blood work for some other illness that was going on. Acute illness. What the
diets looked like was that most of them had received iron fortified infant formula as
infants, dthough cow’'s milk was started at a mean age of 10.4 months. But the age
range that they were given cow’s milk was from hirth to twenty-four months. Three
of them were breast fed and one drank a low iron formula. Only nine of the children
head diets that regularly included mest or iron fortified cereds. And thirty-two of the
forty-two patients that they had milk consumption data on, were drinking more than
a quat of cow’s milk a day.And one-third of these children had blood loss from
excessve cow's milk intake. What the authors were saying in this sudy was tha
even though we have diminated a lot of iron deficiency anemia, it is dill pretty
prevdent and the magor cause of it is dietary iron deficiency. Also, that it occurs
mainly between the ages of one and three years when infants go off of iron fortified
formula and on to cow’s milk. It aso occurs because of the early introduction of
cow’'s milk before one year of age. And as far as the large number, only one percent
of ther population is Southeest Adan in Philadelphia, but forty percent of the
children with iron deficiency anemia were of Southeast Asan origin. The physcian’s
thought that the reason for this is they have a language barier and they are not
underdanding diet counsding. They dso had diets that conssted of alot of milk and
they ate mainly soup with very little meet in it and rice, and they dso had prolonged
bottle feeding. So if they were drinking a lot of infant formula and they were ill on
the bottle a a year, and they switched to cow's milk, they were drinking a lot of
cow’'s milk over ayear of age. Iron deficiency anemia is redly a severe condition and
we do not want to create iron deficiency because of a condtipation problem. Mait is
going to talk a little bit more about the article that you were given in your packet and
that has more to do with why iron deficiency anemia is such a tragedy.

The editorid in the Journd of Pediatrics from October 1999 is part of your handout
packet. The author talks about the tragedy of iron deficiency, the fact that so many

children suffer iron defidency from improper nutritiona practices and these
nutritional practices result in irreversble brain damage and other conditions that are
completely preventable. The author talks about not providing whole cow’s milk

before one year of age and encouraging breast feeding, and if parents choose not to
breast feed, usng an iron fortified formula and iron fortified infant cered after four
months of age. After one year of age only providing limited amounts of whole cow’s
milk, about Sixteen ounces per day You can continue to provide iron fortified infant

cereds or a cered that is a good source of iron. Also, encourage intake of medt,
poultry, vegetables such as beans after one year of age.

Y ou want to talk about the (inaudible).
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Yes. Another thing that was interesting about the article was that these hematologists
that have these children with iron deficiency anemia referred to their practice, maybe
they do not get in to see them for a couple of months, but in the meantime, their
pedidrician has put them on a vitamin minerd supplement, like a child's chewable
tablet or like a Poly-Vi-Sol with iron. They are saying that these are not redly
providing therapeutic levels for a child with iron deficiency anemia. They redly need
to have the higher intakes, like Ferrinsol would provide. Just like pure iron drops.
And s0 you might see children & the WIC clinic who are iron deficient and are being
trested with those chewable vitamin supplements. Well they are saying thet that is
redly not appropriate. They need to be on iron drops and not just Poly-Vi-Sol with
iron. Another concern is lead poisoning. A lot of children with iron deficiency
anemia will exhibit some behaviors associated with PICA where they eat of non-food
items such as paint chips or newspaper. | had a child that like to chew on the end of
a mop. The mop grings. They could get sources of lead in their diet and if they are
anemic, they absorb lead better. This could lead to a lead toxicity. But the tragedy is
that dl of this is totaly preventable by providing iron in the diet. This is why we are
redly strict about not issuing low iron formula. Because we could give them low iron
formula and they are not showing as anemic, but it sets the stage for their one to three
year old sage of life, where they normdly develop iron deficiency anemia. And |
know you dl have heard this alot, but | think it helps to hear it again, we redly have
not diminated the problem and there are a lot of other ways to treat congtipation,
rather than putting a child on a low iron formula. Would you rather have a child that
IS congtipated or a child with irreversble brain damage or loss of 1.Q. points that,
even when treated with iron therapy, the effects are irreversble. So anyway.

| think Mait did a run on the numbers of how many people we actudly have on low
iron formula

The monthly issuance of iron fortified formula is generdly low. Between nine and
fourteen issuances per month. What we are requesting is that you just go back and
double-check the reason for issuance to make sure it fals within our guiddines of
hemolytic anemia, thaassemia mgor or in rare ingances such as a child that is
termindly ill.

Agan, we are providing you with this information just to support the stand that we
have taken and that you al have done such a good job on of not issuing the low iron
formula. But | think it hdps to be amed with the arguments for the physcian and
this article is red specific and red clear that there is redly no excuse for issuing low
iron formula because you have a kid with condtipation. This just supports what you
dl have been doing and gives you some ammunition if you need it for turning those
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requests down. | think we should move on now to the next topic which is our formula
module. Roxanne, you were going to speek to that?

Yes | jus wated to let you dl know that there are more formula modules if you
need more. You got a memo in June about WCS's and CPA’'s, oh, we are going to
dop just for a second because we have to turn the tgpe over.

(End of Sde A)

Okay. We are reedy. Jud to let you al know thet there are more basc infant formula
modules avalade and that a memo was st out in June that requires dl CPA’s and
WCSs to have completed the module because monitoring will begin on that in
October of 2000. | think that was dl | wanted to say about thet. Did you dl have any
guestions about the formula module?

This is Gwen from Prgject 48. And | did fax over an order form, because we have
never recaved the modules

Oh, you have not?

And | faxed over the order form, | think | spoke with, is it Mimi thet | faxed it to?
Right.

And | gpoke with her again over the phone, but | ill have not received them.
What prgect are you with?

48,

48, okay.

We can follow that up and see what is gaing on. Are there any other comments?
Roxanne, did you wart to tak a little bit aout that advanced formula?

Oh, jud to let you dl know that | am working on what is going to be known as the

advanced formula module. 1t indudes dl the formulas that are not in the besc
formula module. And that is going to be quite a lengthy process, because there are
alot of formulas out there. What we thought we would do indeed of waiting until the
whole thing is completed is send it to you dl in sections as it is completed. And then

we would use these conference cdls every other month to review the section thet has
been completed and then send it out to you dl. The next time we meat in September,
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the topic would be on premature infant formulas and | hope to have that completed
and snt out to you dl by that time and then as we go dong, you can add thet to your
formula notebook dong with your basc formula module thet is dready in there By
the way, | hope you dl are working on your formula notebooks because topics like
today, the twenty-four caorie formula is a redly good thing to put in your formula
notebooks 0 it is dl in one place and when you go to gpprove formulas or need some
information, you have it in the formula resource book. Like the Medicad leter thet
we sent out lagt Fiday, | hope you dl will take thet and dso put thet in your formula
resource book.

Okay.

Okay, | think Pdti is going to tak about the datus of our non-contract formula
policy.

Or the non-gaus of our non-contract formula policy. Bagcdly, just to give you dl
aquick update and not belabor the issue, we hed run into some problems in that we
have recently, within the lagt year, been required to run every palicy change through
the Board of Hedth and, to make a long sory short, what we are going to do is to
pull our palicy menud out of rules, out of the rule meking process and only leave
in the rule making process those palides that have public impact. Things like how
do you get to be aWIC vendor? What are the sanctions for WIC vendors? How does
the WIC program gpprove foods? Those things that would have finandd and public
impect, we will leave in the rules process But dl the res are procedures which is
wha mog of our manud is made up of, will be out of that process and we can then
have an esger time a kegping things updated and providing you with things without
having to go through this additiond dep that we have been working through with the
Board of Hedth. Of course, our policies and procedures gill have to be gpproved
through USDA. But this is hopefully a more time saving process It is judt that in
order to get it into effect, as | understand from Vderie Walf, it will probabdly be
March or April, before we will be able to send out these palicies that got duck in
never, never land. And the non-contract formula policy was one. There were, | think
ten or fifteen that we were trying to process that ended up on hold and so we do
gpologize for thet, but once we can fight this whole issue out, | think our processes
will be alot eeser. And in the meantime, what we are wanting to do with some of
these issues, things that Roxanne has brought to your dtention and in some of the
other arees is we will probebly send out guiddine memos o that you dl can go
ahead and implement things, indeed of having to wait until March or April to do so.
So we are working on the whole issue and you dl were o good about giving us
feedback on that non-contract formula policy and judt to let you know, we redly did
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finish with it, and it redly does look good and | think it is redly something you will’
be happy with. It just got hung up in...

In the bureaucracy.

Yes So that iskind of just an update on that and that is why you dl have not seen it.
But we will try to send out things thet would make life eeser on you dl and in a
guidance type of format S0 that you are able to go ahead and implement some of this
guff. Taking about confusng, Roxanne is going to tak to you a litile bit about

formula companies

Yes This came up after we sent out the agenda for the conference cdl, but PediaSure
has been reformulated. There are now going to be two varieties of PediaSure
avalabde There is going to be the origind PediaSure that we are used to and then
there is going to be the inditutiond varidy. It is only going to be avalade in
hospitals and perhaps in some DME companies like Medco and D&L. They have
reformulated it to make it swegter and on the new labd, which will be on the shdves
sometime this summer. It says New Kid Approved Tagte What has happened is they
have made it swedter. It has increasad the ocsmaldity which has alot to do with how
a child tolerates a formula. | am not so concerned about normd  hedthy kids, but our
kids thet are on tube feedings and some children with goecid hedth care nesds may
not tolerate that increese in ogmaldity. Serum osmaldity in your body is aout 280
to 320 and you want your tube fesdings to be as dose to saum osmoldity as
possble It is cdled iso-osmolar. PediaSure use to have an oamaldity of 335. The
new formulation has 420 millioamoles per kilogram of water, 0 it is condderably
higher. The word change has come with the chocolate. The origind was 365 and the
new formulaion is 520. So mogt of our children that are on tube feadings are on judt
plan vanilla However, when they go to the grocary store and they do not have dl
the cans of vanilla thet they need, sometimes they will pick up different flavors and
that is going to be the problem, if they pick up chocolae in paticular. They may
even have a prablem with jugt the plain vanilla Some may nat, but some may. Sgns
of intdlerance could indude diarhes, incressed reflux or vomiting. If you have a
child that has been on PediaSure and dl of a sudden you are getting complaints of
intolerance, that may wel be the reason. What | would do in that case is cdl one of
the DME companies Do nat send them to HEB anymore to get the formula Cdll
D&L. Cdl Medco and s if you can get the inditutiond variety shipped to tha
paticipant. | hete thet they have these two different formulas because it just mekes
everything very confuang and it is more codlly for us when we use DME companies
to send out formula But for some of those kids | think is it going to be necessary.
You ocould dso congder a different type of tube feeding formula such as Nutren .
Resource Jus for Kids would not be an option because it dso has a higher
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osmoldity. | was going to say Kindercd, but guess what, they have reformulated
their product too. They are going to have two varieties, an inditutiona variety and
aretall variety that is sweeter. Kinderca used to come in jugt plain vanilla with fiber.
Now they are going to have it with and without fiber and they are going to have

chocolate and vanilla. It is going to be redly confusing and | am not redly happy
with the formula companies. | am going to write them and tel them so. This has
made our lives miserable.

So there!

And | think there are a lot of other people upset about it too. Because they are hitting
those larger markets for the normd, hedthy kids. Kind of like they are marketing
Ensure now.

And we will try to pursue with the drop ship companies, that they will dlow us to
purchase the inditutional products.

Well | did cdl D&L and they sad that they only get the inditutiona varigties But
if 1 were you | would make sure that what they are shipping out says “not for retall
sde on the can. Okay. Any other comments?

Roxanne is sending out something on Friday concerning the PediaSure and then next
week we will try to ship out the other thing about the Kinderca. When you al get the
information if you will just gick it in your formula notebooks and use it as a
reference source so that you can see what you are up againgt when you start running
into problems with trying to get the right thing, for the right kid, for the right
circumgtance, in the right place, for the right amount of money, of course.

And | hope you do not run out of room in your formula resource notebook one of
these days.

| will make a reference in the next comprehensve formula listing thet there are now
two different types of PediaSure and the Kindercd. The retall and the inditutiond
and try to bresk it down by osmoldlity.

Right. Okay that would be a good idea.

And when is that going out Matt?

Soon.

The new resource ligt is going to be out soon?.
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The sami-quately update.

So then you dl can replace that one thet you have in your resource notebook now,
the dd liging.

The April 2000 liging.
Right. Okay do you dl have any quedions about any of this information? About the
formula liging, aout . ..?

My name is Jo Miller and | am from Project 66.

Yes

And | hed a child the other day that wes in that hed logt a lot of weight and being

supplemented with PediaSure and | taked to Liz and she brought up about the
Carndtion Indant Bregkfagt (inaudible) and about where you could (inaudible) they
might rather have the full package (inaudible) then buy the Camndion Indant
packages with food gamps And | wondered if you, do you have any information on
the dilution of thet or the ocamadity of that?

Canation Indant Bregkfadt is avaladle in a reedy-to-feed form and it has dways

been avalade in the individud enveopes in differant flavors and it is dso avaladle
in canigers It does have a lot higher oamoldity because they use sucrose table
sugar, rather than some of the corn syrup solids and other carbohydrates that meke
it lower oamaldity. It would not be for a child that has problems with tolerance on

increesad osmoldity because that has got a pretty high osmaldity. But it would be
gopropriate for those kids that want that the doctor says they need supplements for

poor weight gain. Thet they do nat have any medicd problems, just have some poor

weight gain. That would be gppropriate and that way they could get the child packet

with the milk and then they could buy the Carmnation Indant Bregkfadt. It is a lot

chegper than PediaSure.

| thought thet was an excellent idea and | had red good response.

Good.

Wdl good. Maybe Liz is ligening and she can be jugt amiling red big right now.
Any other comments or questions? Okay, wdl let's tdk about the next formula

conference cdl. As Roxanne indicated ealier, it will probebly be over premature
formulas and we hope to send you some handouts and things to review prior to the
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cdl. We have looked at out calendars and have tentatively set it for September 19;
2000, which is Tuesday and it will be the same times. Ten o'clock and a noon. Is that
right, ten? Ten-thirty? Ten. Everybody mark it on your cdendars and unless you
know of something huge that is going to be happening on the nineteenth, that would
affect a number of us, we will probably be sticking with that date. Okay. | did not
hear any comments, any mgor complaints, any warning, so we will go with that. If
you have any other questions, speak now or forever hold your peace.



